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PRESENTATION OB JOY PELLETLEFt’ -“I 
BEFOHE TllE ti0OD AND DRUG ADMINlSTRATlQN 

My nnme is Joy Pcllelier. 1 am a biochemist and nutrition ScicntisL cmploycd by 
Purr Encapsulations, Inc. of Sudbury, Massachusetts. 1 advioc the uztmpany on product 
formulations, on rhc scientific evidence concerning product ingrc&{nts, and on 
pctmirsible cltis. I spend most of my time reading peer-reviewed scicmific journals in 
biochemistry and nuttitian science. 

Nutrient-dise;lse information need not be proven conclusively WU~ to bc 
accuralaly represented to the public. The Pearson Court wdcrstood that First 
Amendment lesson. This qency still does not. 

In the course of my work I tie~~ucntly emmuter nutrition sciknce which, although 
not conclusive, strongly associates a nutrient with reduction in the risk of a particular 
disease or reduction in certain disease symptoms. That accurate iaffirmation 3s not of the 
kind FDA approves under its health claims review r4tan&ud. In O&X words, &hou& a 
nutrient-diseuic! assoeation can be accurately stated, FDA prohibits it until Lhe association 
is proven conclwively. 

To follow the law, companies such as the oue I represent depr’ivc consumers of 
truthful ans\h%~ 10 nut.rient-disease association quwtiaas every day. We know that 
truthfid answers on rhe nutrient-disease tisociation will violate FDA’S health claims ban 
which judges speech on canclusiveacss, nut on rwh. 

FDA’s health ciaims rule has blocked from CO~~U~C~S a weal& of accurate 
scientific information contiined in the peer-mviewed literarure UXU indicstcs ccr~ain 
nutrients may afWt certain di.swes. ‘ltc afdion’s lading scientists and even the 
Surgeon GWeral may rely on thnr inCormfftion and accuralrly inform patients of the 
possibility that Vitamin l? may reduce the risk of heart disease; that Saw Palmetto m&y 
relicvc the symplomv of beniw prostatic hypemcrpkc; thRl Vitamin I36, Vitamin Rt2, and 
Folic Acid may reduce the risk of vascular disew; thax gin&w may eliminate nausea; or 
thaw prune juice may relieve chronic constipation but that same infbma’ation cannot apptar 
on the label UT in the labcling of a dietary supplement. I 

The ones hurt most by FDA’S health claims n11e 8re consumers. Consumers buy 
dietary supplement for health masons. They perform a b&c risk bcla&r atldysis before 
making a purchase. If the product is safe, and it may help xeducc disease risk orredwe 
diseusc symptoms, even if the jury is still out, they may still give ir a v. 

Consumers are far mom sophistic&cd than FDA b&eves. The? appreciate t&u 
very littk in science is proven conclusively true, ye1 much to science z&t proven 
conclusively is still of weat potcatial use. ‘I’huG mosl oncologists in Uie United Stales 
consume antioxidsurt vitcuains. They know well that rhe scicnrilic eviderlcc tiar. 
mtioxidants reduce tie risk of cancer is vety strong but may not yet be’conclusivc. Thus. 
most cardioAo@s in the Urritd Stutru consume Vitamin E. They know well lhat the 



scientific evidence that Vitamin E reduces the risk of heart disuse is hrery strong but may 
not yet be conclusive. Yet the risks of coxasuming thcst pmduch arc ztro a&d the 
potential bcntitr art great. In short, il is a safe bet. Consume arc entided to m&e 
those ~4% bets KOO, but they cw only da so if they are accurately informed. And, &cy 
can only be accurately informed XFDA embraces the Peur~on decision and disclaz;es thjs 
iuforrnation rather than suppr~s.wzs it. 

The Pewsun Court has ordered YlI A to get out uf the business of suppression and 
into the businosfi nf disclosure. This agency has to do a 180 degree turn around md stwt 
fosterin the distibution of accurate health &ims rather lhan blockiq all health clajms 
it dccm.u inconclusive. I 

Consider the consequcnccs of-FDA’s prohibition on the disserhinulia of 
inconclusive, yet accurelcjy xuted science. 

First, the absence of accurate sccience at the point of salt: deprives consumcts of 
i&xmotion they riced tu make informc;d choices. When dcprivcxl of accurate nutient- 
discase information at the point of sale, cunsumcrs arc! bound to be misled by erroneous 
assumptions derived from secondary sources (magazines, newspapers, radio, television). 

Second, the abseucc uf uccuratc science: at the point of salt incEases the chance 
shirt consumcr~ will harm thcmaelves by conausning too much of a poduct or by avoiding 
a needed medical weatment. I 

Third, the abseticc of accurate science at the point of sale incrcascs the chance 
that consumers will be dcliauded. Without accurate inIhrrnatioq oons&~~ are less 
likriy to be skeptical about f&c claims. 

Fourlh, b prohibiting all but those C&IUS that are proven ia a near conchsive 
degree, FDA hlrc created a huge black market in unapproved claims. By implcmcaring 
rhe Pcurson decision and allowing inconclusive claims wid disclaimers, FDA vvill lower 
rhe bar and cause many who navy avoid claim submission to file claims. ‘IMIs, more 
accurate int’ormution will reach con~~nlers than cvcr before. I 

LD sum, FDA.6 cffccti~c blvl on alI but conclusive nutrient-discase ix&m&ion ae 
t3te point of salt not only violates the First Amendment rights of pcoplb like mc but also 
cndangerJ public health. Tt leaves fraud and misinformation in the market unchecked by 
accurate inknmation. 

Runcmber. autricnt-dise;we information need not he proven conclusively true 10 
be ~ccuratcly represented W Ole public. T’he Pearton Court undcrvmod’&al Firxl 
Amsndrnent lcrson. This agcnq &ll dots not. , 
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